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REPORT TO THE CONGRESS

BY THE COMPTROLLER GENERAL
OF THE UNITED STATES

Federal Control Of New Drug
Testing Is Not Adequately
Protecting Human Test
Subjects And The Public

Food and Drug Administration
Department of Health, Education, and Welfare

The Food and Drug Administration has nei-
ther adequately monitored new drug tests nor
adequately enforced compliance with testing
requirements. Consequently, it lacks assur-
ance (1) that the thousands of human subjects
used in such tests annually are protected from
unnecessary hazards of new drugs or (2) that
the test data used in deciding whether to ap-
prove new drugs for marketing is accurate and
reliable.
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COMPTROLLER GENERAL OF THE UNITED STATES
WASHINGTON, R.C. 20548

B-164031(2)

To the President of the Senate and the
Speaker of the House of Representatives

This report shows that the Federal control over new
drug testing is not adequately protecting human test sub-
jects and the publiw. The Food and Drug Administration,
Department of Health, Education, and Welfare, is responsi-
ble for administering the activities discussed in this
report.

We made our review pursuant to the Budget and Ac-
counting Act, 1921 (31 U.S.C. 53), and the Accounting and
Auditing Act of 1950 (31 U.S.C. 67).

We are sending copies of this report to the Director,
Office of Management and Budget; the Secretary of Health,
Education, and Welfare; and the Secretary of Defense.
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Comptroller General
of the United States

































































































































































































































































































